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Applicant's amendments and comments, received March 15, 2004, have been 
fully considered by the examiner. The following is a complete response to the March 
15, 2004 communication. 

Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the penetrating 
electrodes located on the expandable surface and the flexible circuit penetrating 
electrodes must be shown or the feature(s) canceled from the claim(s). No new matter 
should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the 
Office action to avoid abandonment of the application. The objection to the drawings 
will not be held in abeyance. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2-6, 19, 53, 53 and 81 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The specification fails to 
disclose penetrating electrodes which are distributed on a surface of the expandable 
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member, or which cover a substantial portion of the expandable member. Applicant has 
amended independent claims 1 and 50 to recite an energy delivery device adapted to 
penetrate tissue (as shown in figure 11). The electrodes which penetrate tissue are 
provided through apertures in the expandable member and are therefore not on the 
surface of the expandable member (i.e. balloon). Also, there is no disclosure of a 
flexible circuit electrode which is configured to penetrate tissue as now set forth in claim 
81. 

Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1.02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 7-18, 20-24, 26-36, 39, 45-48, 50, 51, 54-57, 59-68, 77, 78 and 80 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Edwards ('197). 

As best shown in Figure 3C, Edwards provides a device comprising an 
expandable member (137) and an energy delivery device comprising a plurality of 
electrodes (139) coupled to the expandable member and adapted to penetrate tissue. 
There is also a flexible coupling member (124) coupled to the expandable member 
which includes a lumen for delivering a fluid (i.e. cooled saline) to the expandable 
member. 

The examiner maintains that given its size and application, the Edwards ('197) is 
inherently capable of being provided in a sphincter to dilate a treat a sphincter as set 
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forth in the claims. That is, the Edwards device is deemed inherently capable of 
meeting the intended use limitations set forth in the application claims. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-6, 19, 25, 37-43, 52, 53, 58, 69-76 and 81 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Edwards ('197) in view of the teaching of Edwards 
(730). 

Edwards ('197) fail to specifically disclose the use of electrodes on the surface of 
the balloon, and the use of a porous balloon. 

With regard to the surface electrodes, the examiner maintains that the applicant 
is improperly combining different embodiments as there is no support in the original 
specification for penetrating electrodes which cover a surface of the expandable 
member. Rather, applicant has two separate embodiments: one with penetrating 
electrodes extending through the expandable member, and one with electrodes which 
are incapable of penetrating tissue and are located on the surface of the expandable 
member. 

Edwards (730) discloses and teaches the latter of the two embodiments, and 
specifically teach of providing the balloon with a porous surface for providing electrolytic 
solution to tissue being treated with RF electrodes. Further, Edwards (730) disclose 
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various alternative energy sources (i.e. microwave, ultrasound, etc.) for treating tissue. 
This reference has been addressed in the previous Office action. 

To have provided the Edwards ('197) device with electrodes on the surface of the 
balloon for treating tissue would have been an obvious modification for one of ordinary 
skill in the art in view of the teaching of Edwards (730). To have further provided the 
Edwards ('197) device with a porous balloon to provide electrolytic solution to the 
electrodes to enhance the treatment would have been an obvious modification for one 
of ordinary skill in the art in view of the teaching of Edwards (730). 

Claims 44, 49, 77 and 82 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwards ('197) in view of the teaching of Edwards et al ('672). 

The Edwards ('197) device has been addressed previously. Edwards fails to 
specifically disclose a mechanical expansion means for the expandable device (i.e. 
balloon). 

Edwards et al ('672) disclose a substantially identical device which includes an 
expandable member (i.e. balloon) which is provided with a plurality of energy 
transmitting devices for treating tissue. The structure is substantially identical to the 
Edwards ('197) device, and further teaches the use of a mechanical expansion means 
for expanding the balloon (see Figure 4A). 

To have provided the Edwards ('197) device with a mechanical means for 
expanding the balloon into its expanded shape would have been an obvious 
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modification for one of ordinary skill in the art since Edwards et al ('672) teaches the use 
of such a mechanical expander in an analogous balloon device. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-82 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-88 of U.S. Patent No. 
6,056,744. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the use of the arms having a particular spring force is 
deemed to be an obvious design modification and/or inherent property of the system. 

Claims 1-82 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-51 of U.S. Patent No. 
6,254,598. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the use of the arms having a particular spring force is 
deemed to be an obvious design modification and/or inherent property of the system. 
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Claims 1-82 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-5 of U.S. Patent No. 
6,423,058. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the use of the arms having a particular spring force is 
deemed to be an obvious design modification and/or inherent property of the system. 

Claims 1 -82 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-40 of U.S. Patent No. 
6,440128. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the use of the arms having a particular spring force is 
deemed to be an obvious design modification and/or inherent property of the system. 

Claims 1-82 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the claims of copending 
Application No. 09/776,140. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the particular spring force is deemed an 
obvious design modification and/or inherent property of the system. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-82 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the claims of copending 
Application No. 09/971,485. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the particular spring force is deemed an 
obvious design modification and/or inherent property of the system. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-82 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the claims of copending 
Application No. 10/084,590. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the particular spring force is deemed an 
obvious design modification and/or inherent property of the system. 
This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (703) 308- 
4305. The examiner can normally be reached on Mon-Fri from 6am-3pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (703) 308-0994. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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May 10, 2004 



